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-. i I . . -2 Dear Dr. ‘Aqel: : .I 
1 _.. 

The purpose of this Waniing Letter is to inform you oftbe objectionable co&ions found 
during a Food and Drug Administration (FDA) inspection conducted at your &ni& site 
and to request a prompt reply. Ms. Patricia Smith of the FDA New Orleaus qstrict 
conducted the inspection on June 24-28,2002. 1 

I 

as that term is defined in Section 201 
_ Federal Food, Drug, and Cosmetic Act [21 U.S.C. 3.21(b)]. ! ; 

The inspection was conducted under a pro& designed to ensure that data id - 
idbrmation contained hi reques& for InvestigationalDevice Exemption (IDa Piemarket 
Approval Application (PMA), and Remarket Notification [510(k)] submissjo& are 
scieutifical~y valid aud accurate. Another objective of the program is to ens& that 
human subjects are protected tirn undue hamrd or risk during the course of spentific 
investigations. 

i 
Our review of the inspection report prepared by the New Orleans District Of&c reveals 
violationsofrequirementsofTitle2l,CodeofFedemlRegulations(21 CFR),@rt812- 
Jnvestigational Device Exemptions and Part 50 -Protection of Human Subje+. Ms. 
Smith listed her tidings on a Form FDA-483, Qspectioual Observations,” at+d 
discussed these findings with you. 

i 
The violations noted on the FTIAd83 and resulting from our subsequent revi& of the 
iuspe&onreportare summarized below: I 1 

E 
1. Failure to conduct the study in accordance with the iuvestigatioual pla& the 

investigator’s agreement, aud conditions of approval imposed by the I@3 [2X 
CFR 812.1 IO(b)]- i 
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The KB requires you to submit an annual progress report for its continuing r 
ongoing research. You failed to submit an annual report to the JJU3 by Marcl 
the expiration date of the study approval. You continued the research afkr ti 
of JRJ3 approval and after the JRB notified you that it suspended its approval 
on April 8,2002. 

though according to the protocol their conditions w6lZl’%kclude them f - 

inclusion value. 

You failed to ~xrform all required tests at study visits. Your records contain 
instances where study procedures, including laboratory testing, were either n 

2. FaWwe to obtain informed consent (21 CFR Part 50 and 21 CFIk 812 

view of the 
31,2002, 
: expiration 
lfthestudy 

. example, 
ge* ?u= * 

estudy.,In 

P nUmerouS 

;t performed 
plbjects 
rc * 
ilplti, 
kheduled. . 
/ 

You failed to ensure that a legally effkctive informed consent was obtained fi@r each 
study subject. In addition, the Wormed consents do not contain a contact peyn for 
questions regarding their rights the study. It was aJs0 n@xJ that the 
informed consents used and signe 
easiJy uuderstaudable to those subje 

at your site contain Jan@age not 
temliuologies are~not clearJ$defkd in 

lay-language. For example: lumen, atherectomy, modalities, and stenting to yld the 
lesion, are not defined in the consent document. 

i 

. 

The violations listed above are not intended to be an a&inclusive list of defi&ncies at 
your site. As a cJinicaJ investigator, it is your responsibihty to ensura that the/ 
investigation you participate in is conducted in accordance with applicable WA 
reguJations. I 

Please advise this office, in writing xvi&in 15 working days ofreceipt of thisbetter, of the 
specific steps that you have taken to correkt these violations or other violatiork Jcnown to 
you, and to prevent the recurrence of simiIar violations in current or firture st&Jies. Jn 
addition, please provide a list of your current iuvestigational studies and incl#e the name 
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of the study spwsor and the date of IRB approval. The fti1u-e to respond m$ result in 
further regulatory action without notice. ! 

A copy of this letter has been sent to the Food and Drug Administration, Ned O.rleaus 
District Office, 6600 Plaza Drive, Suite 400, New Orleans, Louisiana 70127. i We request 
that a copy of your response be sent to New Qrleans District Office and to th$ Food and 
Drug Admbistmtion, Center for Devices and Radiological Health, OfIke of compliance, 
Division of Bioresearch Monitoring, 2098 Gaikr Road, Rockville, Marylanc 20850, 
Attention:.mKeti M. Hopson, Consumer Safety OfIicer. j 

PhilipJ. Frappaolo . - I . . 
Acting Director 
Office of Compliance I 
Center for Devices and Radiological He/&l~ 


